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Dear Mr. Schilderink: 

An investigation performed by the U.S. Food and Drug Administration (FDA) 
included’s visit to your dairy operation located at Hart, Texas, June 23-252004. 
The investigation confirmed that you offered an animal for slaughter as food in 
violation of Sections 402(a)(2)(C)(ii) and 402(a)(4) of the Federal Food, Drug, 
and Cosmetic Act (the Act). The investigation also revealed that you caused an 
animal drug to be unsafe under Section 512(a) of the Act and adulterated within 
the’meaning of Section 501 (a)(5) of the Act, because the drug was used in a 
manner that does not conform with its approved use or the regulations for 
Extralabet Drug Use in Animals at Title 21, Code of Federal Regulations, Part 
530 (21 CFR 530). 

Our investigation revealed that your dairy treated a cow with dairy ear tag 
number 1762 with penicillin G. procaine and sulfadimethoxine. The cow was 
treated following d.elivery of her calf for a retained placenta and for diarrhea from 
January 31,2004 t 
shipped the cow to 

- On February 25,20&l,. your dairy 
The ,cow was sold on February 26, 

27, 

440589) of tissue samples collected from that cow identified the p&en& of 
penicillin in the kidney at 0.21 ppm, and suffadimethoxine in the liver at 0.11 
ppm. The tolerance for’ penicillin is 0.05 ppm in the uncooked edible tissues of 
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cattle (21 CFR Section 5!56.510) and the toferanca for suffadimathoxine is 0.1 
ppm in the uncooked edible tissues of cattle (21 CFR Section 556.640). 

The presence of these drugs, at the reported levels, in the edible tissues of this 
animal, cause the food to be adulterated within the meaning of Section 
402(a)(Z)(C)@) of the Act. 

A food is also adufterated under S&ion 402(a)(4) of the Act “if it has been 
prepared, packed, or held under insanitary conditions. . . whereby it may have 
been rendered injurious to health.” Our investigation found that you hold animals 
under conditions which are so inadequate that medicated animals bearing 
potentially harmful drug residues are likely to enter tha food supply. For 
exampfe, our investigatOfs noted the following: 

l You lack an adqW8 system foi asswing that animals have been withheld 
from slaughter for app&xiate psn’ods Of time to permit depletion of potentially 
hazardous residues of drugs from edible tissues. 

l You lack an adequate system for determining the medication status of 
.animals you Off8f for slaughter. Your medic& records do not in&de the route 
of drug administration or dosage administered and do not identify who 
administered the drug. 

In addition, you adulterated penicillin G procaine within tha meaning of Section 
501 (a)(5) of the Act when you failed to use the drug in conformance with its 
approved labeling or 00 the Order of a k%mad V8t8t’hrbfk~ Your us8 of this 
drug without following the dosage level, duration of treatment, frequency of 
treatment, and withdrawal period Of either th8 appfovad labeling or the order of 
your veterinarian muses this drug to be unsafe within the meaning of Section 
532 of the Act. Extralabel drug us8 is permitted only in conformance with alI 
criteria set forth in 21 CFR Part 530, induding that there be no residue above 
establish8d tolerance l8V8ls. Because your extfalabd use of penicillin resulted in 
the presence of a f8sidU8 abOv8 the established tolerance, use.was not in 
compliance with the extfalabel us8 ragulations. 21 CFR 530.1 l(d). 

ft is not necessary for you to personally ship an adulterated animal in interstate 
commerce to be responsible for a Violation of the Act. The fact that you caused 
the adulteration of an animal that was sold and subsequently offered for ~318 t0 a 
slaughterhouse that ships in intefStat8 commerce is sufficient to hold you 
responsible for a viofation of the Act. 

The above is not intended to be an all-inclusive fist of violations. As a producer 
of animals offered for use as food, you tire responsible for assuring that your 
overall operation and the foods YOU distribute are in compliance with the law. 
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You should take prompt action to correct the above violations and to establish 
procedures whereby such violations do not recur. Failure to do so may result in 
regulatory action without further hotice such 85 seizure, and/of injunction. 

You should notify this office in writing within 15 working days of the steps you 
have taken to bring your firm into compliance with the law. Your response should 
incfude each step that has been taken or will be taken to correct the violations 
and prevent their rea~rrence. If the corrective adion cannot be compteted within 
15 working days, state the reason for the delay and the time frame within which 
the corrections will be completed. Please include copies of any available 
documentation demonstrating that corredions have been made. 

Your reply should be directed to the Food and Dmg Administration, Attention: 
Shenie L. Krotczyk, Recall and Emergency Coordinator. 

Sincerely yours, 

Michael A Chappll 
Dallas District Director 

MAC:SLK 


